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RESEARCH INVOLVING HUMANS

POLICY STATEMENT
North Island College shall regulate and monitor all research involving humans conducted at North
Island College. It will do so through the Research Ethics Board (REB).

PURPOSE STATEMENT
North Island College recognizes the importance of research to educational progress, and affirms that
the welfare of the individual or collective must prevail over the researcher's use of humans for that
purpose. The College has a responsibility to ensure that the activities it supports respect the rights of
the public it serves.
This policy delineates North Island College's position on research involving humans. The procedural
guidelines and the REB’s responsibilities outlined below are offered to assist the researcher in:
 Determining whether contemplated research requires ethical review;
 Determining who will be responsible for ethical review, the REB or a Departmental Ethics
Review Panel.
 Assisting the REB and Departmental Ethics Review Panels in avoiding any adverse effects from
research involving human subjects.
It is the intention of North Island College, where research activities involving human subjects are
carried out under the purview of North Island College, to ensure that:
 The safety, welfare and rights of research subjects (including cultural groups) are adequately
protected;
 Information communicated to subjects is appropriate to ensure an informed consent is obtained
from subjects;
 Subjects are made aware that their participation is voluntary and that they have the right to
withdraw from the research or study at any time (see Procedures Section 3 for exceptions);
 Steps are taken to ensure confidentiality and anonymity; and
 There is no coercion, constraint or undue inducement to participate.
GUIDELINES
Research subject to ethical review by the REB:
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Unless specifically excluded under Research not subject to ethical review by the REB below, all
research involving human subjects, human remains, cadavers, tissues, biological fluids, embryos or
fetuses performed by any paid employee. Ethics review and approval is mandatory prior to the
commencement of the research.
All student research that meets any of the following criteria:
 Is not part of a course requirement;
 Involves deception; or
 Is beyond 'minimal risk', defined in the Tri-Council Policy Statement, 2010 (page 194):
Research in which the probability and magnitude of possible harms implied by participation
in the research is no greater than those encountered by participants in the aspects of their
everyday life that relate to the research.
All research involving human subjects, human remains, cadavers, tissues, biological fluids, embryos
or fetuses proposed by outside educational institutions/community agencies to be carried out at
North Island College.
Research not subject to ethical review by the REB:
While still being required to adhere to the policy, the following kinds of research are specifically
exempted from the need for ethical review by the REB:
 Research or other study of the published writing or other public utterances of human subjects.
 Questionnaires concerning teaching performance or course content distributed to a class by
instructors, Deans or others.
 Research conducted by the Office of Institutional Research and Information Technology, or by
others authorized by the President, where such research is conducted to meet external reporting
requirements or to facilitate the management of the institution.
 Naturalistic observation of participants in, for example, political rallies, demonstrations or public
meetings where it can be expected that participants are seeking public visibility.
PROTOCOL FOR REVIEW
The REB requires that a Form PPM - 1-12A as set out in Schedule “A” here to be completed for all
proposed research.
If required by the Form PPM - 1-12A, the following additional forms must be completed:
Form PPM - 1-12B - For Student Projects (as set out in Schedule B attached here to)
Form PPM - 1-12C - For projects that fall within Research subject to ethical review by the REB (as
set out in Schedule C attached here to)
A Form PPM - 1-12C shall be submitted to the REB which shall:
 Approve the proposal, or
 Approve the proposal with minor revisions, or
 Approve the proposal with major revisions, or
 Reject the proposal
The REB may withdraw ethical approval for ongoing research in case of any issue or event that may
increase the level of risk to participants, or has other ethical implications that may affect participants’
welfare. Thus the REB has discretion to terminate research.
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The Chair of the REB will transmit, as quickly as possible, in writing to the researcher in charge a
decision on the request for approval. Where approval is given, the statement is to identify the specific
researcher and project approved and shall be in the form as set out in Schedule 1-12 E attached here
to.
An applicant may request from the Chair an expedited review, and the Chair will consider the request
based on the following aspects of the proposal:
 Rationale
 Minimal risk
 Deception
It is the intent of expedited review to allocate REB resources proportionately to degree of risk.
The REB has the responsibility to review ongoing research. This review should be proportionate to
the level of risk posed by the research. The authority of the REB extends to requiring modifications
and terminations of research. Normally, continuing review should consist of at least the submission of
a succinct annual status report to the REB. The REB should be promptly notified when a project
concludes.
Departmental Ethics Review Panels:
Departmental Ethics Review Panels
authority of the institutional REB.

may

be

established

under

the

supervision

and

Departments wishing to establish Departmental Ethics Review Panels because a significant number of
their courses or programs require primary research involving humans shall develop a departmental
review process and submit to the REB for approval.
Departmental Ethics Review Panels will adhere to the ethical standards used by the institutional REB
and guidelines provided by the REB.
Departmental Ethics Review Panel membership will consist of at least three (3) members of a
Department.
The REB has the authority to delegate review of course-based student projects to Departmental Ethics
Review Panels as appropriate. This process is only applicable for minimal risk course-based research.
It may not be used in instances where a student is conducting research that is not course-based or is
part of a faculty member’s own research program. Such research shall be reviewed through the
institutional REB.
A Form PPM - 1-12B shall be submitted to the Departmental Ethics Review Panel who shall:
 Direct the student to complete Departmental form, and
 Approve the proposal, or
 Approve the proposal with minor revisions, or
 Approve the proposal with major revisions, or
 Submit the proposal to the Institutional REB for review and decision, prior to communicating a
decision to the student.
Departmental Ethics Review Panel decisions will be recorded and conveyed on form 1-12D.
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The Panel will adhere to a rigorous review process in keeping with the Tri-Council Policy Statement
and the policy stated in this document. Whatever the level of review, the REB remains responsible for
the ethical acceptability of all research done within the jurisdiction of North Island College, and
retains ultimate authority over approving such research.
The Departmental Ethics Review Panel to whom the ethics review has been delegated will report in a
timely and appropriate manner on its activities and approvals to the REB, permitting the REB to
maintain surveillance over decisions made on its behalf. Where approval of a student research project
is given, the report will identify the student, the course instructor, and the project approved, and shall
be in the form as set out in Schedule D attached here to. Regardless of the level of review, the REB
continues to be responsible for the ethics of research involving humans carried out within its
jurisdiction.
All forms for student projects submitted to the Panel, once either approved or rejected will be
submitted to and stored by the Departmental Research Review Panel. The Chair of the REB will be
given access to forms PPM -1-12 A, PPM-1-12B and PPM 1-12 D upon request.
RIGHT OF RECONSIDERATION AND APPEAL
Investigators submitting research proposals that are not approved have the right to request a
reconsideration of the decision by the full membership of the REB. Researchers may do so by
submitting a letter in writing to the Chair of the REB, providing the foundation of their request. In
the event that the reconsideration process is exhausted without satisfaction to the researcher an appeal
process is available. NIC has established an agreement with Vancouver Island University which
allows NIC researchers to have their appeal heard by the Research Ethics Board at Vancouver Island
University (VIU). The researcher wishing to pursue this process shall submit a letter to this effect to
the Chair of the NIC REB. This Chair will then forward the letter along with the proposal to the Chair
of the VIU REB in a timely manner. The VIU REB will review the proposal according to their ethics
policies. The Chair of the VIU REB shall communicate their decision to the Chair of the NIC REB,
who will then forward it to the researcher. All appropriate efforts will be made to ensure timeliness to
this process. The decision of that body shall be final. A letter confirming this arrangement and a copy
of the Vancouver Island University appeals process is attached as Appendix I.
In the event that
the researcher’s proposal falls outside the scope of the expertise of the VIU REB, the Chair of the
NIC REB will locate an institutional REB that has the required level of expertise, and will request
that REB to conduct the appeal process along the lines of the process outlined with VIU.
SPECIAL CONSIDERATIONS
Research on Captive and Dependent Populations
The informed consent of each individual subject that will be involved in the research must be
obtained.
In addition to consent of the subjects themselves, informed consent of the entity or individual seen to
exercise authority over the population must be obtained.
Where consent of the subjects themselves cannot be obtained, it must be sought from the entity or
individual seen to exercise authority over the population, together with the written consent from a
person who acts as an independent advocate for the subjects.
Captive and dependent subjects must always have the right and power to veto any consent provided
by others.
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Research on Children
Informed consent of the parent or guardians of the child must be obtained before using minors in
research. In school, camps or other group settings, consent of the Principal, Director or other
appropriate authority must also be obtained.
Where a child is a ward of the state or of an agency, such as the Ministry of Children and Family
Development, informed consent of the agency director, as well as of the person having custody, must
be obtained.
Children must be individually given the opportunity to refuse to participate or to withdraw.
Research on Indigenous People and other Cultures and Ethnic Groups
Research on individuals and/or communities in culture(s) and ethnic group(s) require careful
consideration. Researchers should explain that they have come to learn about their way of life,
languages, customs and beliefs, and must be respectful of differences at all times.
Permission/approval by a community(ies)/group(s) may be necessary.
When researchers outside their own culture are operating from a position of advantage, they have
particular responsibility to research subjects. There is a responsibility that research subjects shall not
be exposed to legal sanctions, ridicule or danger. Also, there is the responsibility to portray customs
sensitively.
A communication gap may make informed consent impossible, as the people under study may be
unable to estimate the risks to their reputations, or potential damage to their descendants. Absence of
informed consent places additional responsibility and restrictions on researchers. Researchers must
satisfy the review concerning these safeguards in the methodology.
For further guidance on Research Involving the First Nations, Inuit, and Metis Peoples of Canada,
refer to Chapter 9 of the Tri-Council Policy Statement, 2010.
RESEARCH ETHICS BOARD’S MANDATE AND RESPONSIBILITIES
Responsibilities of the REB
The REB has the responsibility to:


Ensure that no research involving humans proceeds without the prior ethical review and approval
by departmental process overseen by Departmental Ethics Review Panel or the REB, whichever
is appropriate.



Establish guidelines for Departmental Ethics Review Panels and their departmental review
procedures for student project and adjudicate applications by departments or areas to use their
own procedures to approve student projects. The REB must review the form and operation of all
approved local procedures on an annual basis.



Maintain a list of all active projects approved by the REB.



Review, at its discretion, on-going projects according to the projects' schedules (through
interviews, written updates from investigators, or other means) so that the REB is assured that
approved research is being conducted according to Policy 1-12. Ongoing research shall be subject
5

Research Involving Humans Policy #1-12

to continuing review. The rigour of the review shall be in accordance with a proportionate
approach to ethics assessment.


Maintain current copies of statutes, regulations, policies and guidelines pertaining to research
involving human subjects, and help relevant members of the College community to become
familiar with them.



The REB shall monitor research ethics policies and act as a contact point and resource center for
researchers. It shall refer reports of non-compliance with this policy and procedures to the
Integrity Office to be investigated under policy and procedures, NIC Policy #3-26 Academic
Honesty and Standards.



Maintain and retain records, including (but not limited to):
 Minutes of meetings
 Copies of all applications for research approval,
 Any notifications of changes to approved procedures,
 Written reasons regarding the acceptance or rejection of applications
 Records of investigation of complaints or reports of non-compliance with this policy and
procedure.

Research Ethics Board (REB) Membership
The REB shall consist of at least five (5) members, including both men and women, who serve
staggered terms to maintain continuity and ensure diversity of background and expertise.
All appointments are made by the President in consultation with the Chair of Education Council
according to the following criteria:


At least two (2) members who are have broad expertise in the methods or areas of research
covered by the REB;



At least one member who is knowledgeable in ethics
 For biomedical research, at least one member knowledgeable in the relevant law; this is
advisable but not mandatory for other areas of research;
 At least one (1) member who has no affiliation with North Island College drawn from
the North Island College region.

The President in consultation with Chair of Education Council shall, on an annual basis, appoint one
(1) member of the REB as Chair.
In the event that the REB is reviewing a project that requires particular community or research subject
representation, or a project that requires specific expertise not available from its regular members, the
REB chair will nominate ad hoc members for this review.
There shall be only one REB established at North Island College.
Conflicts of Interest
The REB shall adhere to the "conflict of interest" guidelines as outlined in article 7 of the Tri-Council
Policy Statement.
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Members of the REB will disclose any actual, perceived or potential personal interest in research
presented to the REB and shall be absent during discussion or decision making when these proposals
are reviewed.
The REB will analyze proposals for conflict of interest and will ensure that researchers inform
participants during the free and informed consent process of any potential or real conflicts.
Conflicts of interest will be managed proportionately. Where conflicts are unavoidable the ethics
review process will be more stringent.
Members of the REB will not be present when their own research is reviewed. As well, they will not
participate in decision making for researchers with whom they have been in direct academic conflict
or collaboration (e.g. projects of faculty members who are under their direct supervision or faculty
members who directly supervise them).
Independence and Accountability
The REB acts independently, and at arm’s-length from the administration of North Island College
thereby maintaining its autonomy over ethical questions even when the institution has a strong
interest in seeing a project approved.
The REB will provide President of NIC, on an annual basis, a report which summarizes its activity for
the year.
Meetings of the REB, Quorum and Votes
The REB shall meet formally at least once a year and as often as necessary to fulfill its
responsibilities.
The Chair of the REB shall ensure that REB members have at least two (2) days’ notice of any
meeting and that copies of all documents to be considered at the meeting are provided with the
notice.
A quorum of the REB will be at least three (3) members. The quorum will possess the range of
expertise reflected in the membership.
The REB’s review of research proposals shall be based on detailed research proposals or, where
applicable, progress reports.
The REB shall function impartially, provide a fair hearing to those involved, and provide reasoned
and appropriately documented opinions and decisions.
When the REB is considering a negative decision, it shall provide the researcher with all the reasons
for doing so and give the researcher an opportunity to reply before reconsideration and making a final
decision.
Every effort will be made to reach a decision by consensus; only when necessary will decisions be
made by a simple majority vote.
All decisions will be recorded in the minutes.
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Every effort will be made to review proposals at face-to-face meetings. However, if necessary, and in
the case of expedited reviews, the REB may make decisions via a telephone or email vote organized
by the Chair, provided that:
 The research to be reviewed is of minimal risk,
 Does not involve deception,
 The rule about two (2) days’ notice is followed,
 All REB members are sent copies of all the relevant documentation,
 All members vote, and
 There is no dissenting vote.
Decisions taken via a telephone or email should be noted on the agenda and included in the minutes
of the next formal meeting.
For purposes of clarification, the REB shall accommodate reasonable requests from researchers to
participate in discussions about their proposals, but not be present when the REB is making its
decision.
Minutes of all REB meetings shall be prepared and maintained by a designated REB member. The
minutes shall clearly document the Board's decisions and any dissents and the reasons for them.
Minutes are accessible to authorized representatives of the institution, researchers and funding agencies.
Scholarly Review as Part of Ethics Review
The REB shall satisfy itself that the design of a research project that poses more than minimal risk is
capable of addressing the questions being asked in the research.
The extent of the review for scholarly standards that is required for biomedical research that does not
involve more than minimal risk will vary according to the research being carried out.
Research in the humanities and the social sciences that poses, at most, minimal risk shall not
normally be required by the REB to be peer reviewed.
Research that may legitimately have a negative effect on public figures in politics, business, labour,
the arts, or other walks of life, or on organizations should not be blocked solely by the use of harmsbenefits analysis or because of the potentially negative nature of the findings.
The REB will promote awareness of the highest ethical standards throughout North Island College by
meeting with Departments, instructors, students and by offering symposia.
Review of Multicenter Research
North Island College REB is responsible for ethical acceptability of research undertaken within its
jurisdiction. In case of any ethical concerns NIC’s REB will communicate these concerns and
coordinate with other institutional REBs that will consider the project.
Review of Research in Other Jurisdictions or Countries
Research to be performed outside the jurisdiction of NIC or outside Canada shall undergo prospective
ethics review by both NIC’s REB and by the REB, where such exists, with the legal responsibility
and equivalent ethical and procedural safeguards in the country or jurisdiction where the research is to
be done.
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REQUIREMENT FOR FREE AND INFORMED CONSENT
Research governed by this policy may begin only if:
 prospective subjects, or authorized third parties, have been given the opportunity to give free
and informed consent about participation, and
 their free and informed consent has been given and is maintained throughout their
participation in the research
Evidence of free and informed consent by the subject or authorized third party should ordinarily be
obtained in writing. Where written consent is culturally unacceptable, or where there are good reasons
for not recording consent in writing, the procedures used to seek free and informed consent shall be
documented. The REB may approve a consent procedure that does not include, or that alters, some or
all of the elements of informed consent set forth above, or waive the requirement to obtain informed
consent, provided that the REB finds and documents that:


The research involves no more than minimal risk to the subjects;
i.
ii.
iii.
iv.

The waiver or alteration is unlikely to adversely affect the rights and welfare of the
subjects;
The research could not practicably be carried out without the waiver or alteration;
Whenever possible and appropriate, the subjects will be provided with additional
pertinent information after participation; and
The waived or altered consent does not involve a therapeutic intervention.

In studies including randomization and blinding in clinical trials, neither the research subjects nor
those responsible for their care know which treatment the subjects are receiving before the project
commences. Such research is not regarded as a waiver or alteration of the requirements for consent if
subjects are informed of the probability of being randomly assigned to one arm of the study or
another.
Free and informed consent must be voluntarily given, without manipulation, under influence or
coercion.
Naturalistic Observation: REB review is normally required for research involving naturalistic
observation. However, research involving observation of participants in, for example, political rallies,
demonstrations or public meetings should not require REB review since it can be expected that the
participants are seeking public visibility.
Informing Potential Subjects: Researchers shall provide, to prospective subjects or authorized third
parties, full and frank disclosure of all information relevant to free and informed consent. Throughout
the process of free and informed consent, the researcher must ensure that prospective subjects are
given adequate opportunities to discuss and contemplate their participation. Subject to the exception
in Research in Emergency Health Situations, at the commencement of the process of free and
informed consent, researchers or their qualified designated representatives shall provide prospective
subjects with the following:
a. Information that the individual is being invited to participate in a research project;
b. A comprehensible statement of the research purpose, the identity of the researcher, the
expected duration and nature of participation, and a description of research procedures;
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c. A comprehensible description of reasonably foreseeable harms and benefits that may
arise from research participation, as well as the likely consequences of non-action,
particularly in research related to treatment, or where invasive methodologies are
involved, or where there is a potential for physical or psychological harm;
d. An assurance that prospective subjects are free not to participate, have the right to
withdraw at any time without prejudice to pre-existing entitlements, and will be given
continuing and meaningful opportunities for deciding whether or not to continue to
participate; and
e. The possibility of commercialization of research findings, and the presence of any
apparent or actual or potential conflict of interest on the part of researchers, their
institutions or sponsors.
Subject to applicable legal requirements, individuals who are not legally competent shall only be
asked to become research subjects when:
a. The research question can only be addressed using individuals within the identified
group(s); and
b. Free and informed consent will be sought from their authorized representative(s); and
c. The research does not expose them to more than minimal risk without the potential for
direct benefits for them.
For research involving incompetent individuals, the REC shall ensure that, as a minimum, the
following conditions are met:
a. The researcher shall show how the free and informed consent will be sought from the
authorized third party, and how the subjects' best interests will be protected.
b. The authorized third party may not be the researcher or any other member of the
research team.
c. The continued free and informed consent of an appropriately authorized third party will
be required to continue the participation of a legally incompetent subject in research, so
long as the subject remains incompetent.
d. When a subject who was entered into a research project through third-party
authorization becomes competent during the project, his or her informed consent shall
be sought as a condition of continuing participation.
Where free and informed consent has been obtained from an authorized third party, and in those
circumstances where the legally incompetent individual understands the nature and consequences of
the research, the researcher shall seek to ascertain the wishes of the individual concerning
participation. The potential subject's dissent will preclude his or her participation.

RESEARCH IN EMERGENCY HEALTH SITUATIONS
Subject to all applicable legislative and regulatory requirements, research involving emergency health
situations shall be conducted only if it addresses the emergency needs of individuals involved, and
then only in accordance with criteria established in advance of such research by the REB. The REB
may allow research that involves health emergencies to be carried out without the free and informed
consent of the subject or of his or her authorized third party if ALL of the following apply:
a. A serious threat to the prospective subject requires immediate intervention; and

10

Research Involving Humans Policy #1-12

b. Either no standard efficacious care exists or the research offers a real possibility of
direct benefit to the subject in comparison with standard care; and
c. Either the risk of harm is not greater than that involved in standard efficacious care, or
it is clearly justified by the direct benefits to the subject; and
d. The prospective subject is unconscious or lacks capacity to understand risks, methods
and purposes of the research; and
e. Third-party authorization cannot be secured in sufficient time, despite diligent and
documented efforts to do so; and
f. No relevant prior directive by the subject is known to exist.
When a previously incapacitated subject regains capacity, or when an authorized third party is found,
free and informed consent shall be sought promptly for continuation in the project and for subsequent
examinations or tests related to the study.

Definitions:
“Captive Populations” and “Dependent Populations”: are individuals or groups where a power
differential could operate to their disadvantage as subjects (for example, students, minors, prisoners,
employees, military personnel, minority groups, incapacitated people and the socially-deprived). The
review will be especially careful to ensure that consent is not obtained by subtle pressures on the
captive or dependent subjects.
“Deception”: Deception is a situation in which essential information is withheld from research
subjects and/or they are intentionally misled about procedures and purposes.
 Deception is not permitted when there is risk of harm to the subject or when it is not possible
to advise subjects subsequently as to the reasons why the deception was necessary;
 Deception should only be used when:
 Significant scientific advance could result; and No other methodology would suffice.
Methodological requirements of a study may make the use of concealment or deception necessary.
Before conducting such a study, the investigator has a special responsibility to determine whether the
use of such techniques is justified by the study's prospective scientific, educational, or applied value
and determine whether alternative procedures are available that do not use concealment or deception;
and also ensure that the participants are provided with sufficient explanation as soon as possible.
After the data are collected, the investigator provides the participant with information about the
nature of the study and attempts to remove any misconceptions that may have arisen. Where scientific
or humane values justify delaying or withholding this information, the investigator incurs a special
responsibility to monitor the research and to ensure that there are no damaging consequences for the
participant.
“Human Subject” and “Research Involving Humans”: These synonymous terms signify any
person who is a source of raw or unformulated research data and who is not acting as, or assisting, the
principal investigator.
 These terms refer to living individuals and also to groups of living individuals (for example,
social, ethnic, religious, or economic groups). Also included is human remains, cadavers,
tissues, biological fluids, embryos or fetuses.
 Research involving human subjects means the collection or analysis of information or data
that are obtained from or about human subjects. This includes physical, biological,
sociological, or psychological tests and procedures involving individuals or groups, and also
the study of records obtained as a result of such studies, or from archival or public records, in
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which it is possible to identity living individuals.
Research or study of published writings or public utterances of human subjects are not
considered within the context of this regulation. Also excluded is the distribution of a
questionnaire by an instructor to the class, concerning the instructor's teaching performance,
the course content, or for program evaluation.
If a researcher is uncertain whether a contemplated research does or does not require approval
under this regulation, the researcher should consult with the Chair of the Research Ethics
Committee.

“Informed Consent”: The principles of informed consent can be found in the Tri-Council Statement
for Research Involving Human Subjects, Part 2, Section 1. In general, research is viewed as a
partnership between the researcher and the research participants. A morally valid choice concerning
research participation is made:
 by a competent individual;
 on the basis of adequate information regarding the nature and foreseeable consequences of the
research (as these are known at the time the request is made) and all available alternatives; and
 without controlling influences such as 'force, fraud, deceit, duress, over-reaching, or other
ulterior forms of constraint or coercion' (from the National Council of Bioethics in Human
Research).
Additional useful definitions of some of these and other terms can be found in the Glossary of the TriCouncil Policy Statement, 2010 (pages 189-197).

Links to Other Related Policies, Documents and Websites:
Canadian Institutes of Health Research, Natural Sciences and Engineering Research Council of
Canada, and Social Sciences and Humanities Research Council of Canada, Tri-Council Policy
Statement: Ethical Conduct for Research Involving Humans, December 2010 can be found at:
http://www.pre.ethics.gc.ca/eng/policy-politique/tcps-eptc/
Form PPM 1-12 C Application for Ethics Approval for Use of Human Subjects in Research can be
found on the NIC website http://www.nic.bc.ca/about_us/Research.aspx

Cross Reference:
See also Student Conduct, NIC Policy #3-06
See also Academic Honesty and Standards, NIC Policy #3-26
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APPENDIX 1

Appeals Agreement
Between
North Island College
And
Vancouver Island University (VIU)
(See Letter from VIU dated November 9, 2014 that follows)
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